PEHIEHUE
00 OTKa3e B COITIaCOBAHMM MPEIEIIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JIEKapCTBEHHBIE [TPENapaThl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBUM ¢ myHkToM 8 IlpaBui TOCYIapCTBEHHOW pETUCTpALMU U
MepeperucTpaluyu yCTaHABIUBAEMbIX TPOU3BOJUTEISAMH JICKAPCTBEHHBIX TMperapaTroB
MpeCIIbHBIX OTIYCKHBIX 1IE€H Ha JICKAPCTBEHHBIC Iperaparhl, BKIOYCHHBIC B MEPEUCHb
’KU3HEHHO HEOOXOIUMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX IpPENapaToB, YTBEP>KICHHBIX
nocraHoBiieHreM IlpaBurenbctBa Poccutickoit @eneparuu ot 29.10.2010 Ne 865 (manee
- IlpaBuna), ®enepasbHas aHTUMOHOIOJBHAS CIYyXKO0a paccMoOTpesia JOKYMEHTHI,
npeacTaBieHHble mUcbMOM Mun3zapaBa Poccum ot 04.10.2016 Ne 20-4-4022817-c, u
NpUHsUTa pemieHne o0 OTKa3e B COMIACOBAHMM TMPENETbHON OTIMYCKHOM IE€HBI
3AO «buneprus» (Poccusi); mp., neps. yi., BTop. yi., Beil. K. - OKII «ApmaBupckas
onodalbpuka», Ha CIEAYIOIIUN JIEKApCTBEHHBIM Ipernapar, BKIIOYEHHBIM B IEpPEYEHb
YKU3HEHHO HEOOXOUMBIX M BaXKHEUIIIUX JICKAPCTBEHHBIX MPENapaToB:

[Iporamun-buneprus  (MHH —  Ilporamuna cynwsdar), pactBop  ajs
BHYTpUBEHHOTO BBeaeHus, 10 mr/mu, 2 wmi, - ammynbl (5) — YIAaKOBKHM KOHTYpPHbIE
MJIaCTUKOBBIE (TTOIOHKI) (1) — madku kapToHHBIE, B pazmepe 760,00 pyo.

[IpenenpHass OTHyCKHas II€HAa Ha YKa3aHHBIM JICKAPCTBEHHBIM TMperapar He
COIIIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu mnpoBenenun skoHoMuueckoro ananuza ©OAC Poccun BBIBIEHO, YTO
npezelibHasl OTHYCKHAsl 1I€HAa Ha BBINIEYKa3aHHbIA BOCIPOM3BE/ICHHBINA JIEKAPCTBEHHBIN
mpernapar, pacCuyuTaHHAs UCXONd U3 CTOMMOCTH OJHOW JIEKapCTBEHHON (OpPMBI,
npeBbimaeT 80 MpOIeHTOB MAKCUMAIIbHOW 3aPErUCTPUPOBAHHON MPEAETbHON OTIYCKHOM
LEHbl MPOU3BOJIUTEINS HA AHAJIOTHYHBIN JIEKAPCTBEHHBIN Mpernapar, YTo MPOTHUBOPEUUT
nyHKTYy 6 MeToauKku pacuera YCTaHAaBIMBAEMBIX MPOU3BOIUTEIISIMU JIEKAPCTBEHHBIX
MpenapaToB MpeAesIbHBIX OTIYCKHBIX 1IE€H Ha JIEKAPCTBEHHBIE MpenapaThl, BKIIOUCHHbBIEC B
MepeuYeHb KU3HEHHO HEOOXOAUMBIX M BaXKHEWIIMX JIEKAPCTBEHHBIX MpEnaparoB, MPU UX
rOCy/IapCTBEHHOM pErucTpaluu U MepeperucTpaiuu, yTBEPKACHHOW MOCTaHOBICHUEM
[IpaButennctBa Poccuiickoit denepanun ot 15.09.2015 Ne 979 (nanee — Metoauka).

B cBsi3M ¢ BBINIEU3TI0KEHHBIM, B COOTBETCTBUHM C TMOJNYHKTOM «B» ITyHKTa 13
[IpaBrsI TpEBBILICHHE MPEICTABISIEMON Uil TOCYOAPCTBEHHOW PEruCTpalvd WU
MEPEPETUCTPAllMU TPEACIBHON OTIMYCKHOW LEHBI MPOW3BOAUTENS HAa JIEKAPCTBEHHBIN
rnpenapar HaJ I1€HOM, pAacCYATAHHOM B COOTBETCTBMH C METOIUKON SABJISACTCA
OCHOBAaHHUEM JUIsi OTKa3a B COIVIAaCOBAaHWU TOCYJAPCTBEHHOW PETUCTPALMU TMPEAEIbHON
OTITYCKHOM II€HbI TPOU3BOAUTEINS HA JIEKAPCTBEHHBIN Mpenapar.
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